CERTIFICATE OF SERVICE

I hereby certify that a copy of the ORDERS signed by Daniel J. Davidson,
Administrative Law Judge of Food and Drugs, dated the 16th day of August, 2002 re:
docket number O00ON-1571, Enrofloxacin for Poultry: Withdrawal Of Approval of New
Animal Drug Application NADA 140-828 that responded to the Center for Veterinary
Medicine’s August 5, 2002 request to add a witness; and responded to the August 9, 2002
Bayer Corporation motion, was mailed this day, registered mail, postage prepaid to:

Robert B. Nicholas
McDermott, Will & Emery
600 13™ Street, N.W.
Washington, DC 20005-3096

Kent D. McClure

Animal Health Institute

1325 G Street, N.W., Suite 700
Washington, DC 20005

I hereby certify that a copy of the ORDERS signed by Daniel J. Davidson,
Administrative Law Judge of Food and Drugs, dated the 16th day of August, 2002 re:
docket number O00N-1571, Enrofloxacin for Poultry: Withdrawal Of Approval of New
Animal Drug Application NADA 140-828 that responded to the Center for Veterinary
Medicine’s August 5, 2002 request to add a witness; and responded to the August 9, 2002
Bayer Corporation motion, was hand delivered this day to:

Nadine R. Steinberg, Esq.

Food and Drug Administration
Office of General Counsel (GCF-1)
5600 Fishers Lane, Room 7-77
Rockville, MD 20857

LBoJ
Lyle D. % /4

Date: August 16, 2002

il



PAGE 1

AUGUST 16, 2002

TITLE: Enrofloxacin for Poultry: Opportunity for hearing

ACTION OFFICE: GCF-001

ITEM

CODE NUMBER
NHE1 1
LET6 2
sl 3
LST1 4
DDI1 5
APEl 6
APE2 7
CH1 8
LET7 9
CH2 10
CH3 11

HF-003

DATE DATE
FILED RECEIVED
02/15/02

02/15/02 02/15/02
02/15/02 02/15/02
02/15/02 02/15/02
02/15/02 02/15/02
02/28/02 03/04/02
03/08/02 03/08/02
03/15/02 03/15/02
03/12/02 03/15/02
03/18/02 03/18/02
03/06/02 03/18/02

HFV-006

SUB
CODE

DESCRIPTION/SIGNATURE

Notice of Formal Evidentiary Hearing

SIGNED:

Letter notifying hearing participants of NH 1

HFA-305
SIGNED: Jennie Butler

Narrative Statement of the Director for CVM

HFV-1
SIGNED: Stephen Sundlof, D.V.M., Ph.D.

Index of CVM Disclosure of Data & Information

HFV-1
SIGNED: Stephen Sundlof, D.V.M., Ph.D.

CVM's Disclosure of Data and Information

HFV-1
SIGNED: Stephen Sundlof, D.V.M., Ph.D.

Notice of Participation
Royal Danigh Embassy
SIGNED: Brian Jensen

Notice of Participation
The Center for Veterinary Medicine/FDA
SIGNED: Nadine R. Steinberg, Esqg.

Comment
Leone Olson
SIGNED: Leone Olson

Letter to participate as observer
Royal Danish Embassy
SIGNED: Brian Jensen

Comment
Sister Lois Spors
SIGNED: Sister Lois Spors

Comment
Laura Bihl
SIGNED: Laura Bihl

DOCKET NUMBER: 00N-1571

REMARKS:

REMARKS :

REMARKS :

REMARKS :

REMARKS:

REMARKS :

REMARKS :

REMARKS :

REMARKS :

REMARKS :

REMARKS:

VOLUME
NUMBER

48

48

48

48

49

VOL. 93-95 CONF 95

96

SEE TAB #31

96

101

96

101

101



PAGE 2

TITLE: Enrofloxacin for Poultry: Opportunity for hearing

RECEIVED CODE

ACTION OFFICE: GCF-001 HF-003

ITEM DATE DATE

CODE NUMBER FILED
CH4 12 03/18/02 03/18/02
CHS 13 03/18/02 03/18/02
APE3 14 03/21/02 03/21/02
APE4 15 03/21/02 03/21/02
OR1 16 03/25/02 03/25/02
Cs1 17 03/25/02 03/25/02
CHé 18 03/09/02 03/22/02
CH7 19 03/26/02 03/26/02
CHS8 20 03/26/02 03/26/02
MOl 21 04/05/02 04/05/02
OR2 22 04/10/02 04/10/02

HFV-006

SUB

A

AUGUST 16, 2002 DOCKET NUMBER: OON-1571
VOLUME
DESCRIPTION/SIGNATURE NUMBER
Comment 101
Cindy Grochowski REMARKS :

SIGNED: Cindy Grochowski

Comment 101
John Schraufragel REMARKS :
SIGNED: John Schraufragel

Notice of Participation 96
Bayer Corporation REMARKS :
SIGNED: Robert B. Nicholas

Notice of Participation 96
Animal Health Institute REMARKS :
SIGNED: Kent D. McClure

Order cancelling the pre-hearing conference that had been announced in 48
the 2/20/02 Notice of Hearing.
HF-3 REMARKS :

SIGNED: Daniel J. Davidson, ALJ

Certificate of Service re: Tab #16 48
HFA-305 REMARKS:
SIGNED: Lyle D. Jaffe

Comment 101
Ray & Vivienne Kell REMARKS :
SIGNED: Ray & Vivienne Kell

Comment 101
Dale Jacobson REMARKS:
SIGNED: Dale Jacobson

Comment 101
Janet M. WestLee REMARKS :
SIGNED: Janet M. WestLee

Joint Proposal for Schedule of Pre-Hearing and Hearing Requirements 48
CVM, Bayer Corp., Animal Health Inst. REMARKS:
SIGNED: Nadine Steinberg et al

Schedule of Due Dates (See MO 1) 48
HF-3 REMARKS :
SIGNED: Daniel J. Davidson, ALJ



PAGE 3

TITLE: Enrofloxacin for Poultry: Opportunity for hearing

ACTION OFFICE: GCF-001 HF-003
ITEM DATE DATE
CODE NUMBER FILED
cs2 23 04/11/02 04/11/02
MO2 24 04/15/02 04/15/02
MO3 25 04/15/02 04/15/02
MO4 26 04/15/02 04/15/02
RMO1 27 04/16/02 04/16/02
126
WDL1 28 04/16/02 04/16/02
RMO2 29 04/22/02 04/22/02
DDI2 30 04/22/02 04/22/02
OR3 31 04/25/02 04/25/02
cs3 32 04/25/02 04/25/02

HFV-006

SUB
RECEIVED CODE

E

AUGUST 16, 2002 DOCKET NUMBER: OON-1571
VOLUME

DESCRIPTION/SIGNATURE NUMBER
Certificate of Service re: Tab #22 48
HFA-305 REMARKS :
SIGNED: Lyle D. Jaffe
Motion to Amend Schedule of Due Dates 48
Bayer Corporation REMARKS:
SIGNED: Robert B. Nicholas, et al (McDermott, Wi
Objections to CVM's 12.85 Submission & Motion to Compel Additional 48
Submission
Bayer Corporation REMARKS :
SIGNED: Robert B. Nicholas, et al (McDermott, Wi
Motion to Reformulate Issues for Hearing 48
Bayer Corporation REMARKS :
SIGNED: Robert B. Nicholas, et al (McDermott, Wi
Request for Leave to File Responses to Bayer's Motions
Center for Veterinary Medicine REMARKS :
SIGNED: Nadine Steinberg (GCF-1)
Withdrawal of CVM's Motion to Amend Schedule of Due Dates and 126
Objections to CVM's 12.85 Submission and Motion to Compel
Center for Veterinary Medicine REMARKS :
SIGNED: Nadine Steinberg (GCF-1)
Response in Opposition to Bayer's Motion to Reformulate Issues for 126
Hearing
Center for Veterinary Medicine REMARKS:
SIGNED: Nadine Steinberg (GCF-1)
Submission of Data and Information Pursuant to 21 CFR 12.85 127
Bayer Corporation REMARKS : 186

SIGNED: Robert B. Nicholas

Order dismissing The Royal Dutch Embassy as a hearing participant (See
LET 7)

HF-3 REMARKS :

SIGNED: Daniel J. Davidson

Certificate of Service re: Tab # 31
HFA-305 REMARKS :
SIGNED: Lyle D. Jaffe

126

126
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PAGE 6

AUGUST 16, 2002 DOCKET NUMBER: QOON-1

TITLE: Enrofloxacin for Poultry: Opportunity for hearing

ACTION OFFICE:

ITEM
CODE

cs7

EXT2

RMO7

MO6

OR8

css

MO7

INT1

MO8

INT2

MO9

NUMBER

GCF-001 HF-003
DATE DATE
FILED

53 06/07/02 06/07/02

54 06/07/02 06/07/02

55 06/07/02 06/07/02

56 06/11/02 06/11/02

57 06/14/02 06/14/02

58 06/14/02 06/14/02

59  06/24/02 06/24/02

60 06/24/02 06/24/02

61 06/24/02 06/27/02

62 06/24/02 06/27/02

63 07/05/02 07/05/02

HFV-006

SUB
RECEIVED CODE

E

DESCRIPTION/SIGNATURE

Certificate of Service re: tab #52
HFA-305 REMARKS :
SIGNED: Lyle D. Jaffe

Extension of Time for Return of Copies and Originals of Exhibit Nos.
G-341, G-682, G-837, G-872, G-916 & G-937

Bayer Corporation REMARKS:

SIGNED: Robert B. Nicholas

Bayer's response to CVM's 5/20/02 Motion for Leave to Correct the
Record

Bayer Corporation REMARKS :

SIGNED: Robert B. Nicholas

Joint Submission of Draft Order Regarding Exhibits G-559 and G-812
CVM & Bayer Corporation REMARKS: VOL. 261 CONFID
SIGNED: Nadine R. Steinberg (GCF-1)

Order re: G-559 and G-812 (See MO 5 & OR 6)
HF-3 REMARKS:
SIGNED: Daniel J. Davidson, ALJ

Certificate of Service re: Tab #57
HFA-305 REMARKS:
SIGNED: Lyle D. Jaffe

CVM's Request for Production of Documents to Bayer Corporation
Center for Veterinary Medicine REMARKS :
SIGNED: Nadine R. Steinberg (GCF-1)

CVM's Interrogatories to Bayer Corporation
Center for Veterinary Medicine REMARKS:
SIGNED: Nadine R. Steinberg (GCF-1)

Bayer's First Request for Production of Documents to CVM
Bayer Corporation REMARKS :
SIGNED: Robert B. Nicholas (McDermott, Will & Em

Bayer Corporations First Set of Interogatories to CVM
Bayer Corporation REMARKS:
SIGNED: Robert B. Nicholas (McDermott, Will & Em

CVM's Motion to Supplement Document Submission under 21 C.F.R. 12.85
Center for Veterinary Medicine REMARKS: VOLS. 263-264
SIGNED: Nadine Steinberg (GCF-1)

571

VOLUME
NUMBER

259

259

259

259

259

259

259

259

259



PAGE 7 AUGUST 16, 2002 DOCKET NUMBER: 0QON-1571

TITLE: Enrofloxacin for Poultry: Opportunity for hearing

ACTION OFFICE: GCF-001 HF-003 HFV-006
ITEM DATE DATE SUB VOLUME
CODE NUMBER FILED RECEIVED CODE DESCRIPTION/SIGNATURE NUMBER

OR9 64 07/17/02 07/17/02 E Order granting motion to supplement 21 CFR 12.85 submission (See MO 9) 259
HF-3 REMARKS :
SIGNED: Daniel J. Davidson, ALJ

cso 65 07/17/02 07/17/02 E Certificate of Service re: Tab No. 64 259
HFA-305 REMARKS :
SIGNED: Lyle D. Jaffe

RMOS8 66 07/26/02 07/26/02 E CVM's Response to Bayer's 6/24/02 Request for Production of Documents 259
Center for Veterinary Medicine REMARKS: VOLS. 266-268
SIGNED: Nadine R. Steinberg

RIN1 67 07/26/02 07/26/02 E CVM's Response to Bayer's 6/24/02 Interrogatories 259
Center for Veterinary Medicine REMARKS :
SIGNED: Nadine R. Steinberg

MO10 68 07/26/02 07/26/02 [ Bayer Corporation's Motion for a Protective Order 259
Bayer Corporation REMARKS :
SIGNED: Robert B. Nicholas (McDermott, Will & Em

RMO9 69 08/05/02 08/05/02 E CVM's Opposition to Bayer's Motion for Protective Order, and Motion 270
for a Limited Protective Order
Center for Veterinary Medicine REMARKS :
SIGNED: Nadine R. Steinberg

MO11l 70 08/05/02 08/05/02 E CVM's Motion to Add a Witness 270
Center for Veterinary Medicine REMARKS :
SIGNED: Nadine R. Steinberg

OR10 71 08/06/02 08/06/02 E Order responding to Bayer's 6/26/02 Motion for Protective Order (MO 10 270
& RMO 9).
HF-3 REMARKS :
SIGNED: Daniel J. Davidson, ALJ

€Ss10 72 08/06/02 08/06/02 E Certificate of Service re: Tab #71 270
HFA-305 REMARKS:
SIGNED: Lyle D. Jaffe

MO12 73 08/09/02 08/09/02 c Bayer's Motion for Reconsideration and Clarification of 8/6/02 Order 270
Bayer Corporation REMARKS :
SIGNED: Robert B. Nicholas (McDermott, Will & Em

SUP4 74 08/12/02 08/12/02 C 270

Bayer Corporation REMARKS: VOLS. 272 -
SIGNED: Robert B. Nicholas (McDermott, Will & Em



PAGE 8

AUGUST i6, 2002 DOCKET NUMBER: O0ON-

TITLE: Enrofloxacin for Poultry: Opportunity for hearing

ACTION OFFICE:

ITEM
CODE

RMO10

OR11

OR12

Csll

GCF-001 HF-003
DATE DATE
NUMBER FILED RECEIVED
75 08/14/02 08/14/02
76 08/16/02 08/16/02
77 08/16/02 08/16/02
78 08/16/02 08/16/02

HFV-006

SUB
CODE

E

DESCRIPTION/SIGNATURE

CVM's Opposition to Bayer's Motion for Reconsideration and
Clarification of the ALJ's 8/6/02 Order

Center for Veterinary Medicine REMARKS :
SIGNED: Nadine R. Steinberg, GCF-1

Order responding to 8/5/02 CVM motion to add witness (MO 11)
HF-3 REMARKS :
SIGNED: Daniel J. Davidson, ALJ

order responding to Bayer's 8/9/02 motion seeking reconsideration and
clarification of 8/6/02 Order (MO 12)

HF-3 REMARKS :

SIGNED: Daniel J. Davidson, ALJ

Certificate of Service re: Tab Nos. 76 & 77
HFA-305 REMARKS :
SIGNED: Lyle D. Jaffe

1571

VOLUME
NUMBER

270

270

270



